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Rx

Chi str dung nhirng chai 8§
ALVESIN®40 [“=ozzis
Chai 500 ml dung djch céc L-acid amin 40 g/1000 mi tiém truyén tinh mach;
Dung djch vé khuén va khéng c6 chi nhiét t6

1 it dung dich tiém truyén chira 00€E
Alanine 4009  Xylitol 50,009

Glycine 700g  Natri metabisulfit 002g

Arginine 4559 (twong duong vai 12,5 mg SO )
Acid Aspartic 200g Nutccatdéiruydnvd  1000ml 052
Acid Glutamic 500qg 1

Histidine 1350 KY 250m

Isoleucine 210g Na* 4027

Lysin hydrocloride 2509 Mg* 2 002
(twong duong vai 2,00 g Lysine) cr

Methionine 1759  Acetat

Leucine 275¢g

Phenylalanine 3159  Toéngs6 Amino acid T
Threonine 1609  Apluc tham thiuly 051
Tryptophan 050g

Valine 225q pH _

Natri acetate 3H,0 340g  Chudn do acid: t6i 3
Kali cloride 1,86g  (so sanh véi pH may) 00l
Magnesi cloride 6H,0 0,51g  Nang luong 3

Natri hydroxyde 0,60g Téng ham luongnite:

Applicant/Céng ty déng ky: ' S616 SXLOT:

A. Menarini Singapore Ple. Ltd. NSX/MFG.: dd.mm.yy 0g
30 Pasir Panjang Road, #08-32 HD/EXP.: dd.mm.yy
Mapletree Business City, Singapore (117440)

4 2013MEN-1165-2 ‘ I I I I I

B Pantone 300 CV
B rantone 2665 cv I Black

IPM No.: 2013MEN-1165-2

Procut Name: Alvesin 40 500m| Bottle
Country: VN

Version: 3

Date: 10 March 2017
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ALVESIN® 4

10 x 500 ml
Bao quan ¢’ nhiét dé khéng qua 30°Cxirén#ranh sang

San xuét bai

BERLIN-CHEMIE AG
Glienicker Weg 125, 12489 Berlin, CHLB Burc

% V 054549/01

MENARINI B 2013MEN-1167-2
S6'16 SX/LOT:

NSX/MFG.: dd.mm.yy
HD/EXP.: dd.mm.yy

I,

. Process Black

IPM No: 2013MEN-1167-2

Product Name: Alvesin 40 500ml Sticker
Country: Vietnam

Version: 1

Date: 27 March 2017
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Alvesin® 40

Doc ki huomg dén sir dung trieée khi ding. Dé thuée xa tam véi va tam nff

{

’ . : : ID
Thong bao cho bdc st hodc dige T ede tac dung khong mong muon gap phdio 3’-&.45 W

4
Hay hoi bac sp néu ban can thém théng tin. Thuoc ban theo d

Thanh phin ciia Alvesin® 40

I lit dung dich tiém truyén chira:

Alanine 4.00¢g
Glycine 7.00¢g
Arginine 455¢
Aspartic acid 2.00¢g
Glutamic acid 500¢g
Histidine L33 g

Isoleucine (D‘I 2.10¢g

Lysine hydrochloride (tuong duong véi 2 g lysine) F 250¢g
Methionine 1.75 ¢
Leucine 2.75¢
Phenylalanine 3.15¢
Threonine 1.60 g
Tryptophan 050¢g
Valine 225¢g
Xylitol 50.00 g
Natri acetate 3 H20 340 ¢
Kali chloride 1.86 2
Magie chloride 6 H2O 051g
Natri hydroxide 0.60g
Natri metabisulphite (tuong duong véi 12.5 mg SO,) 0.02¢g
Kali 25.0 mmol
Natri 40.2 mmol
Magie 2.5 mmol
Chloride 43.6 mmol
Acetate 25.0 mmol
Téng luong nito: 6.3 g/l
Nang luong (toan phén): 1551.0 k)
pH 57107.0
Chuén d6 acid (dén pH 7,4): t6i da. 13 mmol/l
Ap luc thdm thiu Iy thuyét 801.8 mosm/I
Ta duoc

Natri metabisulphite 0.02¢
(twong duong véi 12.5 mg SO2)

Nude pha tiém 931.00 g

Mo ta quy cach dong goi

Dung dich trong. khdng mau dén vang nhat. Chai dich truyén dugc lam tir thay tinh khéng mau va

niit cao su ¢6 thé dam thung duge lam bing cao su butyl. C6 cac dang dong gdi sau:
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Chai chira 250 ml hodc 500 ml dung dich tiém truyén

Hop carton chira 10 chai, mdi chai chira 250 ml

Hop carton chita 10 chai, mdi chai chira 500 ml

Dice tinh duge lue hoe

Nhém tie dung dieoe Iy: Dich truyén L- amino acid c6 carbohydrate va dién giai ding cho dinh
dudng qua dudng tinh mach

Ma 56 ATC: BOSBA10, Hop chat q)'f

Amino acid, carbohydrate va dién giai déu & dang don vi chuyén héa sau ciing vé mét sinh 1y hoc.
Khi diing qua duémg tinh mach, cic amino acid déng vai trd 1a nhimg thanh phan cdt 16i dé tong hop
protein.

Xylitol la mot chét cung cip nang lugng, bi phd v& trong chuyén hoa carbohydrate tai gan, cho ra
nhirng chét chuyén héa tiép tuc tham gia vao qua trinh thuy phén hay tan tao dudng.

Dbice tinh dwge dong hoc

Alvesin® 40 duoc sir dung qua dudng truyén tinh mach va vi vdy ma c6 tinh kha dung sinh hoc
100%.

Chi dinh

Dinh dudng qua dudng tinh mach dé phong va diéu tri cac tinh trang thiéu protein va dé cung cip
dich (sau phiu thudt, xuat huyét, bong).

Bu dép cac tinh trang thiéu protein do nguyén nhan ting nhu cau protein, ting tiéu thu protein hay
roi loan cung cép protein trong qua trinh tiéu hoa, hap thu hay thai trir.

Liéu lwong va cich ding

Nhirng chi tiét dudi day danh cho bac s

Liéu luong duoc thiét lap theo nhu cau acid amin, dich va dién giai phu thudc vao tinh trang lam
sang cua bénh nhan (tinh trang dinh dudng va mirc dg di héa nito lién quan dén bénh).

Nguoi lon: 0.6 dén 1g amino acid (cho dén 25ml Alvesin®40/ kg can nang/ngay)

Trieong hop di hod: 1.3 dén 2,0g amino acid (cho dén 50ml Alvesin®40/ kg cin nidng/ngay)

O tré em trén 2 tuoi va thiéu nién: 1 — 2 g acid amin (tdi da 50 ml Alvesin® 40/kg can nang/ngay)
Truong hop suy gan va suy than: 1.2 - 2,0 g acid amin (lén t&i 50 ml Alvesin®40/ kg can
nang/ngay)

Alvesin®40 duoc dung theo dudng truyén tinh mach nho giot lién tuc, nén truyén nho giot cham.

Thai gian dung thube:

Thoi gian st dung Alvesin® 40 c6 thé kéo dai cho dén khi ¢ thé chuyén sang nudi dudng qua
dudng tiéu héa hodc qua dudng miéng.

Khuyén cdo nén ding duong truyén tinh mach trung tam khi sir dung kéo dai.

[§°]
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Alvesin®” 40 chi dai dién cho mdt dang nuéi dudng qua dudng tinh mach. Cin cung cip thém céc
dang ning lugng bd sung khac nhu acid béo, chat dién giai, vitamin va nguyén té vi lugng pha hop
dé dam bao dinh duéng ngoai dudmg tiéu héa ddy du, phi hop.
Chéng chi dinh
- Néu bénh nhan di tmg (qua man) véi bat ky amino acid nao hodc bat ky thanh phan nao khac
¢é trong thanh phin dich truyén
- Néu bénh nhian mac phai bénh rdi loan chuyén hoa amino acid ¢é tinh chét di truyén
- Néu bénh nhan dang trong tinh trang suy tuan hoan ning, de doa tinh mang (vi du: bi so¢)
- Néu bénh nhin dang trong tinh trang thiéu 6xy
- Néu bénh nhan dang & trong tinh trang toan chuyén hoa j)'T
- Néu bénh nhan dang ¢6 bénh gan tién trién =
- Néu bénh nhan bi suy than nang ma khong dugc diéu tri loc mau hay thdm phan phic mac
- Néu mdt trong cdc thanh phan dién giai (dang mudi) c6 trong dich truyén lai ¢6 ndng do cao
mot cach bit thuong trong méu bénh nhan.
- Néu bénh nhan bi tang kali mau
- Chan thuong diu cip
- Ng6 doc methanol
- Tré em dudi 2 tudi
Chong chi dinh chung cua liéu phap truyén dich dweng tinh mach:
- Néu bénh nhan bi suy tim mat bu
- Néu bénh nhan bi phi phéi cap
- Néu bénh nhén dang trong tinh trang thira nudc
Diing thuoc cho tré em?
Alvesin® 40 khong thich hop cho tré du6i 2 tudi vi thanh phin amino acid trong dich truyén dam
nay khong phu hop véi nhu ciu ctia nhimg doi tugng nay.
Than trong va cinh bao khi dung
Can luu ¥ can bing nude — dién giai, dudng mau va can bang kiém — toan, cén kiém soat thuong
xuyén protein huyét thanh. chirc nang than, chirc nang gan.
Cén than trong khi ap luc tham thdu méu tang!
O bénh nhan bi suy tim. can than trong khi truyén lugng dich Ién.
Khéng nén pha chung dich truyén dam chira cdc amino acid vai céc thude khéc vi lam tang nguy co
nhiém khudn va tinh twong ky
Alvesin® 40 ¢6 chira phenylalanine va c6 thé ¢6 hai cho nhitng bénh nhén tiéu phenylketon
Cin kiém tra hang ngay vi tri dua éng thong (catheter) vao vé dau hiéu viém hogc nhiém trung.
St dung thuéc cho phu niv ¢é thai va cho con bii
Chura ¢6 nghién ctru vé anh hudng cua Alvesin® 40 trén phu nir ¢6 thai va cho con bi. Tuy nhién,
kinh nghiém 1am sang voi cac dung dich amino acid truyén tinh mach tuong tu cho thiy khong c6
bang chirng nao vé nguy co cho phu nir ¢é thai va cho con bi.
Ciing can can nhéc gitra lgi ich va nguy co trude khi dung Alvesin® 40 cho phu nir ¢6 thai va cho

con bu.
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Twong tic voi cac thude khic va cic dang twong tac khic

Khong c¢é tuong tac chi co tuong ky vai cic thude khac.

Céc dung dich ¢6 chira amino acid khong dugce trén 14n v6i cac thube khéac do ¢6 kha nang lam tang
nguy co nhiém khuén va tinh tuong ky.

Téc dung 1én kha ning lai xe va vin hanh may moc

Chua ¢6 bing chimg vé viée st dyng dich truyén lam suy giam kha nang lai xe va van hanh may
moc.

Tac dung khong mong mubn

Tén suat duge dinh nghia nhu sau:

Rt phd bién: Hon 10/100 bénh nhan

Phé bién 1-10/100 bénh nhan (DT
Khéng phd bién 1-10/1.000 bénh nhin 5
Hiém 1-10/10.000 bénh nhan

Rt hiém Dudi 1/10.000 bénh nhén, hodc

Khong o Khong thé danh gia duoc tir nhimg dit ligu da c6 sin

Nhing biéu hién sau c6 thé gip nhung khong phd bién (c6 thé anh hudng dén 1 trong 100 ngudi):
Budn non. non, nhic dau, lanh run, sét.

Kich trng thanh tinh mach c6 thé xay ra néu truyén tinh mach qué nhanh.

Luu y dac biét:

Do ¢6 thanh phan metabisulphite natri trong cong thire dich truyén nén nhitng phan (g qua man co
thé xay ra trong mot sd truong hop ca biét, dic biét 1a nhirng bénh nhén c6 bé¢nh hen — biéu hién vai
cée triéu chirmg budn non, tiéu chay, tho kho khe, con hen cép, rdi loan tri gidc hodc soe. Céc triéu
chirg nay c6 thé thay doi khdc nhau & ngudi nay so voi nguoi khic va ciing ¢6 thé din dén nhing
tinh hudng nguy kich de doa tinh mang. Ngoai ra, san pham sinh ra tir phan (g giita metabisulphate
natri va céc thanh phén khac trong dich truyén — dic biét la tryptophan — c6 thé lam tang tri s6 lipid
& gan va tang bilirubin, men gan trong huyét tuong.

Qua liéu

Néu truyén vai tée do qua nhanh co thé xay ra cac phan (mg bat dung nap (nhu budn nén, non, lanh
run) cling nhu méat amino acid qua dudng niéu. Trong nhiing truong hop nhu vdy, nén tam ngimg
truyén va khi thich hop tiép tuc voi mot tde do truyén chdam hon.

Qué liéu ¢6 thé dan dén ngd doc amino acid, thira nude, rdi loan dién giai.

Do dich truyén ¢6 chira kali nén truyén qua nhanh hogc qua nhiéu ¢6 thé dan dén tang kali mdu, dac
biét & nhiig bénh nhan dang nhidm toan chuyén hoa va bénh nhén suy thén. Nong dé kali huyét
thanh ¢6 thé 1én i 6,5 mmol/l. Triéu ching cta tang kali mau cé the 1a: yéu co, réi loan, rdi logn
chirc nang tim mach (nhip cham xoang, loan nhip tim, roi loan dan truyén, phirc hop QRS dan rong,
thay doi song T trong dién tam do)

Diéu tri trong trieong hop ngo déc qua liéu

Ngirng truyén ngay lap tirc
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Diing loi tiéu thiam thiu.

Ghi chua

Dung dich truyén cho mgt lan sir dung

Chi dung khi dung dich con trong sudt va chai con nguyén ven

Str dung céc dung cu vo khuén dé truyén dich

Alvesin® 40 la thube ké don

Diéu kién bio quan

Bao quan & nhiét do dudi 30°C va tranh anh sang.

Khéng dé dong lanh.

Dé thude ngoai tim tay cua tré em! G)T
Han diing: 24 thang ké tir ngay san xudt -
Khéng duoc ding Alvesin® 40 sau khi thude da hét han ding!
Alvesin” 40 phai dugc sir dung ngay lap tirc sau khi mo nap.

Chai dich truyén di mo khong duoc bao quan dudi bat ky hinh thirc nao dé sir dung cho lan truyén
sau

Dung dich thude con thira hoac khong dung nira phai dugc huy theo quy dinh

Nha san xuat
BERLIN-CHEMIE AG
Glienicker Weg 125
12489 Berlin, Dirc

To roi niay duge diéu chinh lin sau ciang vao thing 4 nim 2017
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